
FREEDOM OF INFOFWIATION SIJMMARY 

ANADA 200-293 

Indication for use: It is used for the treatment of edema associated with cardiac 
insufficiency, acute noninflammatory tissue edema, physiological parturient edema of the 

mammary gland and associated structures. 

Sponsored by: 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 
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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

ANADA Number 

Sponsor: 

Established Name: 

Trade/Proprietary Name: 

Dosage Form: 

How Supplied: 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species: 

Labeled Dosage 

Indications for Use: 

Pharmacological 
Category: 

200-293 

JINAD lo-179 

Phoenix Scientific, Inc. 
3915 S. 4Sti St. Terrace 
St. Joseph, MO 64503 

2 1 CFR 5 10.600: Labeler Code 059 130 

Furosemide Injection 5 % 

Furosemide Injection 5 % 

Injectable 

50 & 100 mL multidose vials 

Rx 

Each mL contains 50 mg of furosemide 
as diethanolamine 

Intramuscularly or intravenously 

Cattle, horses, dogs and cats 

Dog and cat-l/4 to ‘/z mL/lO lbs BID or SID 
Horse-5 to 10 mL BID or SlD 
Cattle-5 mL BID or 10 mL SID 

Diuretic-saluretic for prompt relief of edema 

Diuretic-saluretic 
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Pioneer Product: Lasix@ 5% Injection manufactured by 
Inter-vet, Inc. (NADA 034-478) 

2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application 
(ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety data, drug effectiveness data, and human 
food safety data (other than tissue residue data) are not required for approval of an 
ANADA. An ANADA relies on the target animal safety, drug effectiveness, and 
human food safety data in the pioneer’s new animal drug application. The ANADA 
sponsor is required to show that the generic product is bioequivalent to the pioneer. 
ANADA’s for drug products for food-producing animals will generally be required to 
include bioequivalence and tissue residue studies. A tissue residue study will 
generally be required to accompany clinical end-point and pharmacologic end-point 
bioequivalence studies, and blood level bioequivalence studies that can not quantify 
the concentration of the drug in blood throughout the established withdrawal period. 
For certain dosage forms, the agency will grant a waiver from conducting an in vivu 
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; 
Bioequivalence Guideline, October, 2000). 

Based upon the formulation characteristics of the generic product, Phoenix Scientific, 
Inc. was granted a waiver on September 29, 1997, from conducting an in vivo 
bioequivalence study for Furosemide Injection 5 %. The generic and pioneer products 
contain the same active and inactive ingredients and are injectable solutions. 

3. HUMAN FOOD SAFETY: 

WITHDRAWAL TIME 

When a waiver from the requirement of an in vivo bioequivalence study is granted, 
the withdrawal times are those previously assigned to the pioneer product. The 
withdrawal time for furosemide is established under 21 CFR 522.1010- 48 hours in 
cattle. Milk taken during treatment and for 48 hours (four milkings) after the last 
treatment must not be used for food. 

Currently, there is no tolerance listed for the chemical component ‘furosemide’ in the 
Code of Federal Register( section 2 1 CFR 556). 

HUMAN SAFETY RELATIVE TO POSSESSION, HANDLING, AND 
ADMINISTRATION: 

Labeling contains adequate caution/warning statements. 
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4. AGENCY CONCLUSIONS: 

This Abbreviated New Animal Drug Application (ANADA) filed under section 
512(b) of the Federal, Food, Drug and Cosmetic (FFD&C) Act satisfies the 
requirements of section 5 12(n) of the Act and demonstrates that Furosemide Injection 
5 % is safe and effective for its labeled indications, when used under its proposed 
conditions of use. 

5. LABELING: 

Attachments: Pioneer Labeling: 

Package Insert 

50 mL vial 

Generic Labeling: 

Package Insert 

50 mL & 1OOmL vials 

Copies of applicable labels may be obtained by writing to the: 

Food and Drug Administration 
Freedom of Information Staff (HFI-35) 
5600 Fishers Lane 
Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. If there are problems sending a fax, 
call (301) 827-6567. 
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DOGS, CATS, & HORSES: A diuretic- 
sahJretlc for par@xal “se alone or in 
combination with La& (fwosemide) 
tablets in the treatment of edema (pul. 
monary congestion, ascites) associated 
with cardiac insuffiiiency and acute non- 
inflammatory tissue edema. 

CATTLE: A diuretic-saluretic indicated 
for the treatment of physiological part- 
urient edema of the mammary gland 
and assodated structures. 

DESCRIPTION: Each mL contains 
50 mg furosemide as a diethanohmine 
salt preserved and stabiliied with my- 
ristyl-gamma-pfcollnlum chloride 0.02x, 
EDTA sodium 0.1%. sodium sulftie 
0.1% with sodium chloride 0.2% in 
water for injection. pH adjusted with 
sodium hydroxide. 

Keep this and all medication out of 
the reach of children. 

Store between 59”and 66” F. 
Protect from freezing. 

Hoechst’ 
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uction of the edema. or maintained after 
,rmining a carefully programmed dosage 
s&la to prevent recurrence of edema. For 
)-tenntraalnmmmedmec?utgenera)ybe 
ered afler the edema has onca been 
uced. Re-examination and colitiltations 
I dlent will enhance the establishment of a 
sfactorfly programmed dosage schedule. 
ikAeWam‘slatiO”andSenm6UN,co,and 
ctrolyte determinations should be per- 
led during Uw earty period of therapy and 
odllally thereafter, asp&&y in refractory 
as. Abnormalities should be corrected or 
dtug temporarily w&drawn. 
SAGE: ORAL 
G AND CAT 
t-half to one 50 mg scored tablet per 25 
nds body weight. 
0.5 mg tablet per 5 to IO pounds body 

ninister once or twice daily. permiliing a 6- 
B-hour interval between treatments. In 
acrory or severe edematous cases, the 
age may be doubled or increased bu incre- 
Its of 1 ma oer wund bcdy weioht as e 
nendad inp&&fing paragraph; ‘Dosage 
Administration”. 
7ENTERAL: 
3 AND CAT 
dnister inuamuscularfy or intravenously 114 
/2 mL per 10 pounds body weight. 
linister once or twice dailv. oermittlna a 6- -. 
I- hour interval beiween treatme& In 
sctory or severe edematous cases. the 
age may be doubled or increased by Incra- 
its of 1 mg per pound body weight as rae 
nended in preceding paragraphs, “Dosage 
Administration”. 
‘SE 
individual dose is 250 mg to 500 n’.g (5 to 
nL) administered intramuscularly or intra- 
,usly once or twice daily at 8 to e-hour 
ovals until desired results are achieved. 
veterinarian should evaluate the degree of 
na present and adjust dosage schedule 
xdiily. Do not usa In horses intended 
:0Od. 
TLE 
individual dose administered intramuscu- 
or intravenously is 500 mg (10 ml) once 

f or 250 mg (5 ml) twice daily at 12-hour 
vals. Treatment not to exceed 48 hours 
parturition. 
taken from animals during treatment 

for 48 hours (four milkings) after the last 
ment must not be used for food. Cattle 
4 not be slaughtered for focd wlWn 46 
Is following last treatment 
VSUPPLIED 
!nteral: La?@ (fumsemide) Injection 5% 
7 mL contains: 50 mg furosemlde as a 
mnolamlne salt preserved and stabffffed 
my&$-gamma-picolinlum chloride 0.02%. 
A sodium 0.1%. sodium sulfite 0.1% with 
urn chloride 0.2% in distilled water. pH 
sted with sodium hydroxide. 
tile in 50 mL multidose vials. 
et% 
1g (scored) tablets 
1 tablet contains 50.0 milligrams of 
emkfe: 4-chloro-N-furfuryl-6-sulfamoylan- 
lib acid. 
mg tablets 
I tablet contains 12.5 milligrams of 
emkfe: 4-chloro-N-furfuryl-5-sulfamoylan- 
lilic acid. 
able in bottles of 500 tablets. 

TclxlcoLoGY .- . ..-- ~. 
Acute Toxicity: 
The foUowing tabk Pustrates low acute toxlclty 
of Lasixe in three different species. 
(TWO values ind;k$e poyent studies.) 

so 
in mg&g body weight 

SPECIES ORAL (NTRAVENOUS 
MOUSe 1050-1500 
Rat 2650-4600’ z: 
Dog >l 000 and >4640 ~300 and 2464 
‘NOTE: me lower value for the at oral LDso 
was obtained in a group of fasted animals; the 
higher figure is from a study performed in fed 
rats. 
Toxic doses lead to convulslcoa. ataxla. paraly- 
sis and collapse. Animals surviving toxic 
dosages may become dehydrated and deplet- 
ed of electmiyies due to the massive dluresls 
and salurssis. 
Chronic Toxicity: 
Chronic toxicity studies with Lasii were done 
in a one-Year study in rats and dogs. In a me- 
year study in rats. renal tubular degeneration 
occurrad with all doses higherthan 50 m@g. A 
six-month study in dogs revealed calcification 
and scarring of Ihe renal parenchyma at all 
doses above 10 mgkg. 
Reproductive Studies: 
Reproductive studies were conducted in mice. 
rats and rabbits. Onfy in rabbits adminlstemd 
high doses (equivalent to 10 to 25 Umes the 
recommended average dose of 2 mglkg for 
dogs, cats. horses, and cattle) of furosemide 
during the second trimaster period dkf “nex- 
plained maternal deaths and abortions occur. 
The administration of LaslxO is not recom- 
mended during the second irimesler of preg- 
nancy. 
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Laslx. Injection 5% 
Manufactured by: 
Tayfor Pharmaceuticals 
Decatur, IL 62522 

Lasi~Tablets 12.5 mg and 50 mg 
Manufactured by: 
Global Pharm Inc. 
Oon Mills. Ontario MS8 lY6 
Made In Canada 

Dlstdbuted by: 
Hoe&St Roussel Vet 
Warren, NJ 07059 USA 
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wetic-Saluretic 

. ‘FOR ANIMAL USE ONLY 

- NET CONTENTS: 50 ml 
mmrm@ 

DEXRIPTIOW: Each ml contws 50 mg tirosemide 8s 
a dietiwnolamine salt pnrerued and stabilized wnh 
mvristvl-gamma-plcoliniun chloriia 0.02%. EDTA 
sodium 0.1%. sodium metabisuHite 0.1% tih sodium 
chloride 0.n sn Water For lniectioh USP, pH adjusted 
with sodium hydro*Lde. 

Manufacturedby Tys- 
Phvenir Scientiw. Inc. 
St Joseph. MO 645V 



HORSES: A diureticsaluretk for patenteral use 
alone or in combination with furosemide tablets 
in the treatment of edema Ipulmonary congestion, 
ascites) associated with cardlac instdficiency 
and acute norvinflammatory tissue edema. 
CAllkk A diuretic-saluretic indicated for tie 
teamnt of physiological parturientedema of the 
mammary gland andassociatedsmxblres. 
See insert for full prescribing information. 
DIRECTIONS: How Administer IV or IM 5 to 
10 mt once or twice daily at 6. io 8- hour 
intervals. Cattle: Administer Iv or IM 19 ml once 
daily or 5 mt twice daily at 12.hour intervals. Do 
not aeatformore than46 hours postparturition. 

tot No. 

Exp. Date 

NDC 59130-709-01 

FUROSEMIDE 
INJECTION 5% 

OESCRIPTION: Each mt contains 50 mg 
furosemide as a diethanolamine salt preserved 
and stabilized with myrist+-gamma- icolinium 
chloride 0.02%. EOTA sodium 6.1 9& , sodmm 
metabisulfite 0.1% V&I sodium chloride 0.2% in 
Water For Injection, LISP, pH adjusted with 
sodium hydroxide. 

SIWB between 1SC and SU’C 159.683. 


